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* D E P A R T M E N T  O F  H E A L T H  A N D  H  

F o o d  a n d  D r u g  A d m in ist rat ion 

In tra v e n ous  Im m u n e  G lobu l i ns  i n  th e  2 1 s tC e n tu ry : P rog ress  a n d  C h a l l enges  

i n  E fficacy , S a fe ty, a n d  P a ths  to  L i censu r e ; P u b l ic W o rkshop  

A G E N C Y : F o o d  a n d  D r u g  A d m inistrat ion, H H S . 

A C T IO N : N o tice  o f pub l i c  wo r kshop . 

T h e  F o o d  a n d  D r u g  A d m in ist rat ion (FDA )  is a n n o u n c i n g  a  pub l i c  

wo r kshop  e n title d : “In tra v e n ous  Im m u n e  G lobu l i ns  i n  th e  2 1 s t C e n tu ry : 

P rog ress  a n d  C h a l l enges  i n  E fficacy , S a fe ty, a n d  P a ths  to  L i censu r e .” T h e  

p u r p o s e  o f th e  wo r kshop  is to  add r ess  cu r r en t top ics  o n  th e  sa fe ty a n d  e fficacy  

o f i m m u n e  g l obu l i n  p r o duc ts. 

D a te  a n d  T ime : T h e  wo r kshop  w il l b e  h e l d  o n  A p ri l 1 3 ,2 0 0 5 , f r om 8  a .m . 

to  5 :3 0  p .m . 

L o c a tio n : T h e  wo r kshop  w il l b e  h e l d  a t th e  L is te r  H il l A u d ito r i um , B l d g . 

3 8 A , N a tio n a l  Ins titu tes  o f H e a lth , 8 6 0 0  Rockv i l l e  P ike , B e th e s d a , M D  2 0 8 9 4 . 

C o n tac t P e rson : R h o n d a  D a w s o n , C e n te r  fo r  B io log ics  E va l ua tio n  a n d  

Resea r c h  (HFM-302 ) , F o o d  a n d  D r u g  A d m inistrat ion, 1 4 0 1  Rockv i l l e  P ike , 

Rockv i l l e , M D  2 0 8 5 2 - 1 4 4 8 ,3 0 1 - 8 2 7 - 3 5 1 4 , F A X : 3 0 1 - 8 2 7 - 2 8 4 3 , e -ma i l : 

d awson r@ cbe r .fd a .g o v . 

R e g istra tio n : M a il o r  fax  you r  reg is tra tio n  i n fo r m a tio n  ( i nc l ud i ng  n a m e , 

title , firm  n a m e , add r ess , te l e p h o n e , a n d  fax  n umbe r s )  to  th e  c o n tac t p e r s on  

by  A p ri l 1 , 2 0 0 5 . T he r e  is n o  reg is tra tio n  fe e  fo r  th e  pub l i c  wo r kshop . B e c a u s e  

s ea tin g  is l im ite d , w e  r e c o m m e n d  ea r l y  reg is tra tio n . R e g istra tio n  o n  th e  d a y  
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of the public workshop will be provided on a space available basis beginning 

at 7:15 a.m. 

If you need special accommodations due to a disability, please contact 

Rhonda Dawson (see Confact Person) at least 7 days in advance. 

SUPPLEMENTARY fNFORMATfON: FDA, in cooperation with the Primary Immune 

Deficiency Foundation, is announcing the following public workshop: 

“Intravenous Immune Globulins in the 21st Century: Progress and Challenges 

in Efficacy, Safety, and Paths to Licensure.” The l-day workshop, consisting 

of three successive sessions, will discuss the following tapics: 

* Specific antibody levels in intravenous immune globulins (IGWs) to 

common and emerging pathogens, including research questions concerning 

antibody levels and efficacy; 

l Adverse events, including specific categories of,adverse events, as well 

as current methods of surveillance, responses to adverse event information, 

and the utility of different monitoring strategies; and 

l Paradigms for IGIV and subcutaneous immune globulin licensure for 

treatment of Primary Immune Deficiency. 

Transcripts: Transcripts of the public workshop may be requested in 

writing from the Freedom of Information Office (HFI-35), Food and Drug 

Administration, 5600 Fishers Lane, Rockville, MD 20857, approximately 15 

working days after the public workshop at a cost of 10 c,ents per page. 
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A transcript of the public workshop will be available on the Internet at 

http:/hvww.fda.gov/cber/minutes/workshop-minh tm. 

Dated: 3/3/b5 
'March 3, 2005. 
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Jeffrey Shuren, 
Assistant Commissioner for 

[FR DOG 05-????? Filed ??-??-05; 8:45 am] 

PoLicy. 
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